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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ■ 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) 13 Responsive to communication(s) filed on 07 May 2004 . 

2a)& This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Qi/ay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [x] Claim(s) 1-6,23-37,73 and 74 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) M Claim(s) 1-6,23-32,37.73 and 74 is/are rejected. 

7) M Claim(s) 33-36 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 



3.D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Receipt is acknowledged of a reply to the previous Office Action, filed May 7, 2004. 
Amendments were made to the claims. Specifically, claims 7-22, 38-72 and 75-84 wefe 
cancelled. 

Claims 1-6, 23-37, 73 and 74 are pending and under consideration in the instant 
application. Any rejection of record in the previous Office Action, mailed January 5, 2004, that 
is not addressed in this action has been withdrawn. 

Because this Office Action only maintains rejections set forth in the previous Office 
Action and/or sets forth new rejections that are necessitated by amendment, this Office Action is 
made FINAL. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1, 2, 5, 6 and 73 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Homes (as cited in the previous Office Action). This rejection is maintained for reasons set 
forth in the previous Office Action. 

As it regards the addition of the limitations whereby the primer and collar sequences are 
"incorporated into the plasmid," it is argued by the Office that the plasmids used by Homes 
necessarily have these sequences "incorporated into the plasmid." If the plasmids did not have 
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regions of homology with the target nucleic acid sequence, the recombination reaction would not 
occur because said reaction requires regions of homology between the plasmids and the target. 
These limitations will be further addressed below in response to the traversal. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-6, 23-32, 37, 73, and 74 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Zhu (as cited in the previous Office Action). This rejection is maintained for 
reasons set forth in the previous Office Action. 

As it regards the addition of the limitations whereby the primer and collar sequences are 
"incorporated into the plasmid," it is argued that the plasmids used by Zhu necessarily have these 
sequences "incorporated into the plasmid." If the plasmids did not have regions of homology 
with the target nucleic acid sequence, the recombination reaction would not occur because said 
reaction requires regions of homology between the plasmids and the target. These limitations 
will be further addressed below in response to the traversal. 

Response to Arguments Concerning Claim Rejections - 35 USC § 102 
Applicant's arguments filed May 7, 2004 have been folly considered but they are not 
persuasive. The following grounds of traversal are presented with respect to both the rejection in 
view of Homes and Zhu: 

1. It is argued that Homes does not disclose or suggest a plasmid having a primer or collar 
sequence " incorporated into the plasmid " (original emphasis), because "it is not seen where in 
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the Holmes reference there is any disclosure of modifying a plasmid to arrive at the presently 
claimed plasmid" (see for example Applicant's response on pages 6-7, bridging and subsequent 
paragraphs). It is further asserted that Homes merely discloses that regions of homology can be 
present " in the target nucleic acid " (original emphasis), but there is no disclosure of 
incorporating those regions of homology " into the plasmid " (original emphasis). 

2. It is argued that Zhu, similarly to Homes, does not teach a plasmid having a primer and/or 
collar sequence incorporated into the plasmid. Rather, it is asserted that Zhu teaches 
incorporating regions of homology into the target nucleic acid so that it may recombine with the 
plasmid, while not teaching incorporating those same regions of homology into the plasmid (see 
for example Applicant's response on page 7, the third and fourth paragraphs). This incorporation 
of primers into the target nucleic acid rather than the plasmid is exemplified by a passage from 
Zhu (see for example Applicant's response on pages 7-8, the bridging paragraph). 

3. It is concluded that, because neither Homes nor Zhu teach incorporating a region of 
homology into the plasmid itself, they do not teach the claimed invention. It appears that the 
argument is based on the method of making the plasmid, whereby a method step for placing the 
regions of homology between the plasmid and the target nucleic acid into the plasmid is required 
to anticipate the claimed invention. 

Applicant's arguments have been fully considered, but are not found convincing for the 
following reasons: 

1 and 2. The facts are this: the instant claims are directed to a product, specifically a plasmid, 
and not a method of making or using the plasmid. This plasmid (in its most rudimentary claimed 
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form) must have three functional elements: a "primer sequence" which has homology to a first 
portion of a target nucleic acid (which must encode a polypeptide), a "collar sequence" which 
must have homology to a second portion of the same target nucleic acid, and a restriction site 
between these first two elements; the issue with regard to the instant rejections focuses on the 
first and second functional elements of the plasmid, thus the third element will not be addressed 
further in response to the arguments. It is important to note that there is no specific definition for 
a "primer sequence" or "collar sequence" set forth in the specification, other than that these 
sequences must have homology to a given nucleic acid. As such, the terms "primer sequence" 
and "collar sequence" are reasonably interpreted to be any nucleic acid sequence, so long as the 
sequence meets the functional limitation of being able to anneal to a given target nucleic acid. 
Since the invention is a product, the method of making a product in the prior art is irrelevant to 
the instant claims, and need not be taught by the prior art that is applied. Thus, the issue at hand 
is whether or not the art teaches a plasmid that meets the limitations of the claimed invention. 

Both Homes and Zhu first teach the production of a nucleic acid that encodes a 
polypeptide; this is not disputed in the arguments. This nucleic acid is then cloned by 
recombination into a given plasmid, thus there is a functional requirement that the target nucleic 
acid encoding the polypeptide and the plasmid contain two regions of homology that are 
necessary for the recombination to occur; this is not disputed in the arguments. These two 
regions of homology are structurally and functionally equivalent to the "primer sequences" and 
"collar sequences" set forth in the instant claims. Thus, both the target nucleic acids and the 
plasmids taught by Homes and Zhu comprise the structural and functional equivalents of the 
"primer sequences" and "collar sequences" set forth in the instant claims. While it is true that 
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the nucleic acids in both cases are engineered at their 5' and 3' ends with primer sequences 
having homology to the plasmid, the fact remains that the plasmids used in the teachings of 
Homes and Zhu have these regions of homology (i.e., the "primer sequences" and "collar 
sequences") with the nucleic acid that encodes a polypeptide. Neither Homes nor Zhu has to 
teach the engineering of the plasmid to contain these regions of homology because they are 
already there; if these regions of homology were not present, the recombination reaction would 
not occur. Thus, Homes and Zhu necessarily teach plasmids that meet the functional limitations 
of comprising "primer sequences" and "collar sequences" as defined in the instant claims, 
because the product meets the structural and functional limitations of the claimed invention. 
3. As addressed before, the claimed invention is a product. In order to anticipate the product, 
the prior art must simply anticipate the structural and functional limitations of the product. It is 
not necessary to teach a particular method of making the plasmid, or and intended use of the 
plasmid. The plasmids used in the teachings of Homes and Zhu have two regions of homology 
to a nucleic acid which encodes a polypeptide. These two regions of homology are structurally 
and functionally equivalent to the "primer sequence" and "collar sequence" as set forth in the 
instant claims. This is regardless of whether or not Homes and Zhu teach a method step of 
putting the primer and collar sequences into the plasmid; these sequences are already present in 
the vector. Thus, the instant claims are anticipated by the plasmids taught in Homes and Zhu. 

In conclusion, the traversal is not found convincing because the argument that a method 
step for putting the "primer sequence" and "collar sequence" into the claimed plasmids is 
required to anticipate the claimed invention does not appear to be correct. The product as 
claimed is structurally and functionally present in the teachings of Homes and Zhu, as set forth 
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above. Because the structural and functional limitations of the claimed product are taught, the 
claimed invention remains anticipated under 35 USC §§ 102(b) and (e). 

Allowable Subject Matter 
Claims 33-36 are objected to as being dependent upon a rejected base claim, but would 
be allowable if rewritten in independent form including all of the limitations of the base claim 
and any intervening claims. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 1 36(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David A. Lambertson whose telephone number is (571) 272- 
0771 . The examiner can normally be reached on 6:30am to 4pm, Mon.-Fii, first Friday off. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, Ph.D. can be reached on (571) 272-0781. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

David A. Lambertson, Ph.D. 
AU 1636 



JAMES KETTER 
PRIMARY EXAMINER 



